Introduction
Throughout the European Union, health care systems traditionally have been characterized by extensive regulatory intervention. National and regional authorities intervene mainly to ensure equal access, sustainability, quality, safety, equity and effi ciency of health care for the citizens residing in their territory. Given the multitude of different actors involved, they need to align these overall principles and objectives with the interests of stakeholders to ensure the stable cooperation of all the players in the system. Increasingly, this high level of public intervention has been challenged on the part of the European Community. Regulation in the fi eld of health care is being scrutinized with regard to its conformity with EU law, particularly Community rules on free movement (of persons, goods and services). As different forms of mobility in the EU increase and also extend to all sectors, including health care, national measures and mechanisms increasingly run the risk of being seen as unjustifi ed obstacles to free movement, which is prohibited under the EC Treaty.
1 This chapter will focus particularly on the impact of the EC Treaty rules on free movement of services, which encompass both the principles of free provision of services (Article 49-50 EC) and of free establishment of providers (Article 43 EC).
Mainly spurred on by the jurisprudence of the European Court of Justice (the Court) and the action undertaken by the European Commission, the application of these two principles has gradually made its way into national health systems and has extended far beyond the specifi c cases of patient and provider mobility. This trend is followed with suspicion by many policy-makers and actors. They mainly fear the deregulatory effect that is likely to cripple steering
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Wou t e r Ge k i e r e , R i ta Ba e t e n a n d W illy Pa l m instruments and may confl ict with the specifi c objectives pursued by national health policy and its important challenges. Most policy actors also point to the legal uncertainty created by the internal market logic and its inequitable consequences. The political debate, which culminated in the exclusion of health services from the Services Directive, 2 looks at how free movement principles can be reconciled with health policy objectives, and how an acceptable balance can be found between respecting free movement principles and the need to regulate and steer the health sector. This comes at a time when there is an increased emphasis on the economic dimension of the health sector, and its potential for boosting the Lisbon agenda is acknowledged.
Very often reference is made to the specifi c features characterizing this sector, which warrant specifi c treatment and attention. Firstly, the specifi city of health policy lies in the fact that health and access to health care are acknowledged as fundamental human rights by several international treaties, including the Charter of Fundamental Rights of the European Union. 3 In addition, when health care is discussed in an economic context, the existence of important market failures that could occur when health care is delivered in an unregulated setting are highlighted. Primarily, the need for government regulatory intervention follows from the asymmetry of information between health care providers and patients. Patients generally lack the necessary background knowledge to make informed decisions about the care they need, as well as the quality and effectiveness of the care they receive, whereas health care providers have the unique power to induce demand and to set prices. Moreover, health care expenditure is highly concentrated among a minority of the population, which can be identifi ed relatively easily on the basis of risk factors such as age, education level and socioeconomic status. Even if, in the health sector, competing economic actors are involved in organizing and providing health care, it is widely accepted that their activities require regulation to bring them fully in line with the goals of public health and social policy. Others have pointed to the risk that unbridled liberalization and deregulation in health care could make health systems less effective, more costly and less equitable. 4 Since health care systems in the EU are mainly publicly fi nanced, it is also important to take into account changes in the behaviour of both patients and health care providers that result from their awareness that the full cost or a substantial part thereof is born by a third public party/fi nancier. 5 Given the fact that, as a consequence, patients are likely to seek to receiveand providers to seek to supply -more health care, government regulatory intervention is needed to prevent publicly funded systems from suffering losses in economic effi ciency, which could undermine the entire health care system's sustainability.
This chapter provides a detailed analysis of the impact of the EC Treaty provisions on free movement of services on health systems. It particularly looks into the reasoning that EU institutions -particularly the European Court of Justice and the European Commission -have developed with respect to the provision of health care. Section two deals with the scope of free movement rules and focuses on the qualifi cation of health care services as 'economic' activities within the meaning of the EC Treaty. The qualifi cation as economic services is important, as it implies that national regulatory measures could be regarded as unjustifi ed restrictions to free movement and therefore open to legal challenge by discriminated parties or the European Commission. In this way, free movement rules may affect the regulatory autonomy of Member States to organize health care and related national social security systems. It also looks at the notion of barriers to free movement in the fi eld of health care. Here we will amplify how almost any regulatory or institutional aspect of health care provision can be challenged as a potential obstacle to free movement. In section three, we will explain that these regulatory measures will have to be justifi ed and will fl esh out how the conditions under which impediments to free movement can be justifi ed. The section illustrates that providing good evidence to justify public intervention under the free movement rules is very challenging for health authorities. Finally, section four will identify the relevant policy initiatives taken at a European level, will look at how Member States are dealing with the consequences of the relevant case-law, trying to reinstate legal certainty and regain control over policy in this area. More specifi cally, the section will discuss the Services Directive and the attempt to develop a more adapted Community framework for health services. It will also link to the discussion on social services of general interest, as it is commonly accepted that health care would qualify under this new concept in the European policy debate on positioning public service obligations. We will try to explain the complexity of the policy process and analyse why, so far, policy initiatives have not succeeded in presenting appropriate answers to the challenges at hand. One major area of focus in this chapter is the 'creeping' application of the rules on free movement of services. However, the chapter will not address areas where specifi c EU legislation already has been developed. There are different scenarios that trigger free movement rules. 6 First of all, recipients of services -patients, in the fi rst place, but also purchasers of care -can seek and contract to receive medical care abroad. This area has been mainly pushed by the European Court of Justice case-law based on Article 49 EC, which established a series of principles governing the statutory reimbursement of costs of health care provided abroad. This issue is analysed further in Chapter 12 . Crossborder provision of private health insurance services is not tackled in this chapter either, as the issues are dealt with in Chapter 10 and are mainly governed by specifi c EU legislation. As a second dimension, the service activity itself can move across borders when the health care service is provided at a distance from another country, at the individual request of a recipient or a commissioner of services. The legal framework applicable when this service activity is provided by electronic means will be dealt with in Chapter 13 on EU law and e-health. Finally, EC Treaty rules on free movement of services also come into play when the health care provider moves across borders to deliver health care. Health care professionals can temporarily move to another country and challenge regulatory measures as unjustifi ed restrictions to their free movement rights on the basis of Article 49 EC. But health care providers -such as health care professionals, pharmacies, clinical laboratories or hospitals -can also move to another Member State on a more permanent basis with a view to supplying health care there. On the basis of Article 43 EC, these health care providers could argue that the regulatory barriers they face in the receiving state are a prima facie unlawful infringement to their freedom of establishment. The specifi c Community framework governing the free movement of health professionals will be analysed in more detail in Chapter 14 . Our chapter will thus focus on the direct application of the free movement rules of the EC Treaty, which aim to ensure that providers can freely provide services temporarily (freedom to provide services) or permanently (freedom of establishment) in another Member State without the existence of specifi c secondary legislation.
Health care as an economic activity and its consequence

A. The economic nature of health care
The specifi city of health care has for a long time dominated the European debate on the application of free movement principles in this sector. Since the development of health and social protection systems has been largely determined by the historical, social and economic background of individual countries, and national welfare states have drawn quite some legitimacy from the organization of these systems, traditionally some reluctance can be observed when it comes to sharing this competence with other administrative levels. Moreover, in legal terms, health care has long been considered to be 'an island beyond the reach of Community rules '. 7 However, the only determining criterion to establish whether a service falls under the scope of the fundamental principles of free establishment (Article 43 EC) or free service provision (Article 49 EC) is its economic character. Services within the meaning of the EC Treaty are defi ned by Article 50 EC as any activities 'where they are normally provided for remuneration, insofar as they are not governed by the provisions relating to freedom of movement for goods, capital and persons'. The qualifi cation of 'social' -or statutorily 7 covered -health care 8 as services under the meaning of Article 50 EC has raised quite some discussion. The constitutive element of remuneration is particularly contentious for services that are of a public nature or linked to the general interest.
Long before the application of EU free movement rules to the health care sector was put on the political agenda by the well-known cases of Kohll and Decker , the economic nature of (private) health services was acknowledged by the Court in the cases Luisi and Carbone , and Grogan . 9 The Kohll and Decker rulings of 1998 established for the fi rst time the link with statutory reimbursement and social security.
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Even if the Court accepted the specifi c nature of health care that is provided within the context of a social security scheme, it did not agree to remove it from the ambit of the fundamental principle of free movement.
11 In its consecutive judgements, the Court further clarifi ed that the specifi c type of statutory cover -be it reimbursement, benefi tin-kind or national health service -nor the specifi c type of health service -hospital or non-hospital -does not alter the economic nature of the health service in question.
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Article 49 EC applies where a patient … receives medical services in a hospital environment for consideration in a Member State other than her State of residence, regardless of the way in which the national system with which that person is registered and from which reimbursement of the cost of those services is subsequently sought operates.
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To challenge this reasoning, often the comparison is made with courses under national systems of public education, which were not considered 8 J. Nickless, 'The internal market and the social nature of health care', in M. by the Court to be economic activities.
14 To exclude public education from the scope of the free movement of services, the Court mainly referred to the fact that: (a) the price is not agreed upon between the service provider and the recipient; (b) the state, when establishing and maintaining a national education system, is not seeking to engage in any gainful activity but is fulfi lling its duties towards its own population in the social, cultural and educational fi elds; and (c) the service is essentially fi nanced from the public purse. 15 Despite obvious similarities and the fact that Member States as well as the Advocate General have referred to it, the Court has never been required to test whether these conditions have been fulfi lled in the health care cases. The reason why the link with the public education cases has never been made seems to lie in the fact that, in the patient mobility cases, the persons concerned have always paid directly for the treatment received from the provider established in another Member State. Only subsequently has reimbursement for the costs incurred been sought from the statutory social security system in the home state. Therefore, the patient seems to have received the treatment in a private capacity and the supplier of the service could hardly be considered to be an agent of a public health service, at least not one to which the patient was affi liated.
Remarkably, the Court has always carefully avoided qualifying as a 'service' health services provided to a patient under the health system to which he or she is affi liated. In Watts , the Court clearly indicated that there was 'no need in the present case to determine whether the provision of hospital treatment in the context of a national health service such as the NHS is in itself a service within the meaning of those provisions [ However, looking at the competition cases related to health care, where the economic nature of the activity -and the operator engaged in it -also needs to be acknowledged, it seems as though the Court has applied a more narrow approach to statutory health services delivered to domestic patients. In the FENIN case, the Court confi rmed the judgement of the Court of First Instance, which held that the Spanish national health service management bodies should not be considered to be undertakings when purchasing goods, since this activity should not be dissociated from the subsequent use to which the goods are put -that is, in the provision of services free of charge to its members on the basis of universal cover and according to the principle of solidarity.
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It seems doubtful whether this classifi cation as a 'non-economic' health service could be extended to all situations and all health systems.
19 Moreover, as the Advocate General in this case, Poiares Maduro, highlighted, the scope of freedom of competition and that of the freedom to provide services are not identical. There is nothing to prevent a transaction involving an exchange being classifi ed as the provision of services, even where the parties to the exchange are not undertakings for the purposes of competition law.
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B. Barriers to free movement of services
The fact that the provision of health care is a service activity within the meaning of the EC Treaty implies that health care providers established in one Member State are granted a 'fundamental freedom' to establish themselves or provide their services in another Member State. Originally, the rationale behind the EC Treaty free movement rules was to eliminate discriminatory provisions and guarantee that service providers, including health service providers, established in one Member State and operating in the territory of another Member State -either From a regulatory point of view, the situation of a health care provider operating under Article 43 EC differs from the scenario under Article 49 EC because, in the former case, the service provider ceases, for most purposes, to be governed by the Member State of previous establishment, with the result that the application of the host Member State's rules will not imply a double regulatory burden.
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Although the text of Article 43 EC does not only target national restrictions that are discriminatory on the basis of nationality, the European Court of Justice has traditionally adopted a rather narrow approach to its interpretation. Admittedly, Article 43(2) mentions 'the conditions laid down for its own nationals', referring to the host state, but this is 'included' within the idea of freedom of establishment, not determinative of it. For instance, with regard to the refusal under the Belgian social security scheme to reimburse the services of clinical biology laboratories whose members, partners or directors are not all natural persons 30 authorized to carry out medical analyses, the Court argued that equality of treatment was still respected and that 'each Member State is, in the absence of Community rules in this area, free to lay down rules for its own territory governing the activities of laboratories providing clinical biology services'. are nationals of other Member States from establishing themselves in Belgium and operating there a laboratory to carry out clinical analyses qualifying for reimbursement under the social security system'. 32 Moreover, in the Sodemare case, which concerned a Luxembourg profi t-making company that was denied permission to run elderly care homes through subsidiaries in Italy because Italian legislation reserved private participation in the state social welfare system only for non-profi t operators, the Court adopted a similar reasoning. 33 Contrary to the Opinion of the Advocate-General, who argued that the Italian law was indirectly discriminatory, 34 the Court suggested that the fact that profi t-making companies were automatically excluded from participating in the running of a statutory social welfare system could not be regarded as a breach of the principle of freedom of establishment, as this would not place profi t-making companies from other Member States in a less favourable factual or legal situation to profi t-making companies from the Member State in which they are established. 35 However, the European Court of Justice has gradually broadened the application of Article 43 EC from covering only directly discriminatory rules towards covering rules that are only liable to create discrimination (indistinctly applicable or indirectly discriminatory measures), in particular through a series of cases linked to national legislation establishing a single-practice rule, preventing health professionals from maintaining their registration or practice in one Member State when trying to establish themselves in another Member State. According to the Court, such rules are not compatible with the principle of freedom of establishment, as they constitute a restriction that is liable to create discrimination against practitioners established in another Member State or to raise obstacles to accessing the profession that go beyond what is necessary to achieve the intended objectives. 36 The Court observed that single-practice rules were applied From 1993, the European Court of Justice progressively expanded the prohibition mentioned in Article 43 from (directly and indirectly) discriminatory rules to all 'national measures liable to hinder or make less attractive the exercise of fundamental freedoms guaranteed by the Treaty' 38 and made these measures subject to justifi cation. In the landmark Gebhard case, a German lawyer, qualifi ed as a ' Rechtsanwalt ' in Germany but working in Italy and using the title of ' avvocato ' without being registered with the local Italian bar, successfully argued before the Court that this registration requirement was an obstacle to freedom of establishment that needed justifi cation.
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The impact on health care of the expansion of Article 43 towards indistinctly applicable measures is even more substantial than in the case of Article 49 EC. Whereas (health) service providers can challenge certain national regulatory measures as barriers to Article 49 EC because they essentially constitute a double regulatory burden, (health) service providers can now also lawfully rely upon Article 43 EC to challenge the very existence of regulatory measures, even if these measures lack any specifi c cross-border element.
40 This is particularly important for the fi eld of health care, as it is characterized by a vast array of regulatory interventions, such as rules on professional behaviour, patient access, quality and effectiveness, taxation, and payments and pricing, etc., which do not specifi cally relate to cross-border situations. 41 The measures that are subject to scrutiny under the principle of free movement not only include regulation directly governing access to a national health care services market; they also include regulation that governs the exercise of the health care activity itself. In addition to the purely quantitative restrictions that limit the number of health care providers entitled to provide their services in a Member State's territory (for example, territorial planning rules restricting the number of health service providers (such as pharmacies) according to the number of inhabitants and the minimum distance between them, or quota systems limiting the number of health professionals working within the statutory health system), 42 qualitative measures that limit access to a certain activity and that can even result in restricting the number of service providers can also be targeted. These categories can cover a broad range of requirements, as illustrated in the list below, which includes examples from caselaw and policy documents: requirements to obtain an authorization to set up a private out-• patient clinic for dental medicine 51 or requirements to have a place of business within a national territory in order to obtain the requisite operational authorization and to work under the statutory health insurance system; 52 and rules on minimum staff levels.
• 53 All of these elements remain subject to scrutiny under the EC Treaty provisions for as long as they are not replaced by any harmonizing, secondary EU-level rules, which would then become the only framework of judicial review, 54 as is the case, for instance, for minimum training requirements for service providers. out medical analyses. Where the Court initially did not consider this an infringement of Article 43 EC, since the measures applied without distinction to Belgian nationals and those of other states, fi fteen years later the European Commission started to question very similar rules. On 18 July 2002, a formal request was sent inviting Belgium to modify certain provisions of the Royal Decree laying down conditions in relation to clinical analysis. 56 The Commission was of the opinion that Belgium imposed conditions that were too restrictive on medical laboratories in order to qualify for reimbursement by the sickness insurance scheme. Apart from the requirement that clinical laboratories had to be run by doctors, pharmacists or chemical science graduates, these conditions also included a ban on operators running more than one laboratory within a specifi c geographical area and a ban preventing operators from having links with other entities active in the medical profession. Belgium subsequently modifi ed its national legislation. On 13 December 2006, in a reasoned opinion, the European Commission requested that France modify its legislation on ownership of biological analysis laboratories. According to the Commission, the legislation restricted non-biologists from owning a stake in a fi rm operating biological analysis laboratories and prohibited an individual or a legal entity from owning stakes in more than two fi rms set up to jointly operate one or more medical biological analysis laboratories, both of which were alleged to be incompatible with Article 43 EC. 57 Moreover, the status of the Sodemare landmark ruling has become more uncertain today. In that judgment, the Court took for granted that a Member State, in exercising its power to organize its social security system, may indeed consider it necessary to achieve the exclusively social aims of the system by limiting the scope of contracting to non-profi t-making private operators, 58 despite the obvious restrictive nature of this rule. This almost gives the impression that the Court considered activities performed within social welfare systems to be non-economic in nature, falling outside the scope of Treaty rules on free movement altogether. However, this position would contradict 56 more recent judgments. 59 The Court has always recognized Member States' sovereign powers to organize their social security systems in the absence of harmonization at EU level, as long as these powers are exercised in compliance with EU law, in particular the provision on the freedom to provide services. 60 Within these terms, the logic acknowledges the existence of differences between national regulatory regimes and accepts that public intervention may be necessary to correct for certain market failures or to guarantee certain principles and values of general interest, such as social justice. 61 Despite the political importance of the Sodemare judgement, confi rming the power of Member States to make strategic and valuebased choices in the context of their social protection system by distinguishing between certain types of providers of social welfare services, it is clear that today this delicate balance between Member States' regulatory autonomy in the fi eld of national health systems and the application of free movement rules will have to be implemented in the context of fi nding a justifi cation for impediments. Thus, the key question focuses on whether the specifi c measure impeding free movement is necessary to fulfi l a public interest objective and whether it is proportionate. The accepted grounds of justifi cation and the manner in which the necessity and Proportionality Tests apply to health care will be analysed further in the following section.
Justifi ed and unjustifi ed restrictions to free movement in health care
A. From 'non-discrimination' to 'justifi cation'
From the analysis above, it follows that the threshold for the application of EC Treaty free movement rules on health services is relatively low. Although rules on free movement of services were originally considered to target discrimination against service providers by another 59 Hatzopoulos, 'Killing national health', above n.36, 721. 60 Case C-372/04, Watts , above n.13, para. 92. Member State, the European Court of Justice's scrutiny now extends to measures that apply without distinction to domestic providers and providers from abroad. Consequently, almost any regulatory or institutional aspect of health care provision can be challenged as a potential obstacle to free movement.
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Despite the fact there is a low threshold for the application of free movement, the EC Treaty does not intend to create a completely deregulated internal market nor does it give health care providers unconditional access to a particular domestic health care market. Regarding both the freedom to provide services and the freedom of establishment, Member States are allowed to maintain barriers to free movement provided that they are justifi ed in the public interest. The justifi cation consists of a Necessity Test and a Proportionality Test. Along with the condition that the measure is applied in a non-discriminatory manner, Member States have to prove that it is objectively necessary for ensuring the attainment of a public interest objective (Necessity Test), and that it does not exceed what is necessary to attain the objective, nor that the same result can be achieved by a less restrictive rule (Proportionality Test). 63 For service providers established in a Member State wishing to provide their services temporarily abroad, we highlighted in the previous section that the Court introduced the principle of mutual recognition. However, this mutual recognition principle, according to which the rules of the Member State of origin (home state) prevail, is applied in a conditional manner. It allows the Member State of destination (host state) to justify a national measure that constitutes a barrier to the freedom to provide services. 64 65 Similarly, for service providers wishing to move more permanently to another Member State, the Court also gradually subjected to justifi cation the 'national measures liable to hinder or make less attractive the exercise' of their freedom of establishment. In the Gebhard case, mentioned above, the Court agreed that the registration requirement was an obstacle to the freedom of establishment that needed justifi cation: 'they must be applied in a non-discriminatory manner; they must be justifi ed by imperative requirements in the general interest, they must be suitable for securing the attainment of the objective which they pursue; and they must not go beyond what is necessary in order to attain it'. 66 This Gebhard formula was later confi rmed in two health care cases, Mac Quen 67 and Gräbner , 68 which dealt with national provisions reserving the exercise of certain medical activities to physicians. In both cases, the restrictions were considered justifi ed and necessary to protect public health. We will now have a closer look at the way justifi cation can be obtained.
B. The Necessity Test: is regulatory intervention in the fi eld of health care imperative for the protection of a higher public interest goal?
Under the Necessity Test, Member States will have to show that it is 'not reasonably practical' to adjust their regulatory arrangements in the fi eld of health care to allow free movement of services and that these arrangements are genuinely necessary. 69 As shown by recent case-law, the Court is well aware of the potentially devastating effects of applying free movement rules to the detriment of public health market (Oxford: Hart, 2002 ), p. 213: once a market access test is adopted, there is a presumption in favour of market access, which can be rebutted by the Member State demonstrating an overriding national or public interest. 65 Spaventa, 'From Gebhard to Carpenter', above n.25, 748. 66 Case C-55/94, Gebhard , above n.28, para. 37. 67 Case C-108/96, Mac Quen , above n.39: Belgian national rules reserve the task of carrying out certain optical examinations to a category of professionals holding specifi c qualifi cations, such as ophthalmologists, to the exclusion of opticians who are not qualifi ed medical doctors. 68 Case C-294/00, Deutsche Paracelsus Schulen v. Gräbner , above n.39, concerning prohibition of the exercise of the activity of 'healer' by people not qualifi ed as doctors. See above. 69 Davies, 'The process and side-effects', above n.62, p. 28.
or the sustainability of national health systems and related social protection.
At the heart of the Necessity Test lies the identifi cation of a public interest objective. First of all, there is a specifi c Treaty-based exception in Article 46(1) EC for regulatory arrangements that protect public health. 70 Even if this exception could not permit the exclusion of the health care sector as a whole from the scope of free movement, 71 the Court accepted within this derogation that Member States could restrict the freedom to provide medical and hospital services in so far as this was deemed necessary for the objectives of maintaining a balanced medical and hospital service open to all and a treatment facility or medical competence within a national territory that is essential for the public health and even the survival of the population.
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Apart from the Treaty-based exception of the protection of public health, the Court has adopted the concept of the 'rule of reason' to justify non-discriminatory measures that serve the public interest. However, these rule of reason justifi cations can only be used for indirectly discriminatory measures, and thus not for measures that are directly discriminatory on grounds of nationality. In this respect, the Court accepts a long list of public interest objectives that need to be safeguarded in health care, such as the risk of seriously undermining the fi nancial balance of the social security system 73 or to prevent overcapacity in the supply of medical care. In doing so, the Court's case-law recognizes the Member States' need for health care planning. 74 With regard to hospital planning, for instance, 75 the Court recognized that:
For one thing, such planning seeks to ensure that there is suffi cient and permanent access to a balanced range of high-quality hospital treatment in the State concerned. For another thing, it assists in meeting a desire to control 70 Article 46 EC applies equally to free establishment as to free provision of services (see Article 55 EC). 71 Case C-158/96, Kohll , above n.7, para. 46. 72 Ibid ., paras. 50-1. 73 Ibid ., para. 41. The Court, however, recalls that aims of a purely economic nature cannot justify a barrier to the fundamental principle of freedom to provide services. 74 Lenaerts and Heremans, 'Contours of a European social union', above n.61, 110. See also Davies, 'The process and side-effects', above n.62, p. 111. 75 Hospital planning is said to cover 'the number of hospitals, their geographical distribution, the way in which they are organised and the costs and to prevent, as far as possible, any wastage of fi nancial, technical and human resources. Such wastage would be all the more damaging because it is generally recognised that the hospital care sector generates considerable costs and must satisfy increasing needs, while the fi nancial resources which may be made available for healthcare are not unlimited, whatever the mode of funding applied.
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While it is established case-law that 'purely economic' reasons cannot justify restrictions, 77 it is clear that, nevertheless, the Court considers the fi nancial impact of the exercise of the free movement right on a case-by-case basis, through the justifi cation of any threat of fi nancial imbalance to the social security system (mentioned above).
78 The concern over fi nancial balance not only relates to the national systems that are funded through the collection of social security contributions. In certain Member States, the health care budget is not (or not entirely) fi nanced by social security contributions, but partly (or even entirely) fi nanced by tax income. Thus, it is useful to qualify the assessment of the threat of fi nancial imbalance as an assessment of the impact on so-called 'macro-affordability', which means the affordability of the whole welfare system.
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Apart from identifying public interest objectives motivating any regulatory intervention that might obstruct free movement, Member States will also have to adopt strict reasoning as to why these measures facilities with which they are provided, and even the nature of the medical services which they are able to offer'. See, inter alia , Case C-372/04, Watts , above n.13, para. 108; Case C-385/99, Müller-Fauré , above n.12, para. 77; Case C-157/99, Geraets-Smits and Peerbooms , above n.12, para. 76. 76 are the only ones possible to ensure the public interest objective, with less restrictive measures being insuffi cient to attain the objective. This will be assessed through the Proportionality Test.
C. The Proportionality Test: does the obstruction of free movement go beyond what is necessary?
The core of the justifi cation procedure lies not so much in the identifi cation of a public interest objective as in the proof of the targeted measure's proportionality towards achieving it. Member States' ability to regulate health service providers from abroad operating in their territory -either temporarily or more permanently through an establishment -seems to become subject to a general proportionality requirement, 80 even if rules are also applicable without distinction to domestic care providers. Member States wishing to maintain obstacles to free movement as proportionate measures face a relatively high burden of proof. In addition, the Court requires that all the particular circumstances of an individual case be examined. Even if a rule, in general, is justifi ed, this does not automatically mean that it is justifi ed in each specifi c situation. This fl exibility requirement is very demanding for regulation.
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Even though the Court tends to leave a wide margin of discretion to the Member States to substantiate that national measures are not disproportionate to the 'public interest' objectives concerned, such as the protection of public health or the safeguarding of the balance of the social security system, 82 it will often be diffi cult for health regulators to provide evidence on the proportionality of the regulation in question. 80 Jorens and Coucheir, 'European legal framework', above n.41, p. 5; Davies, 'The process and side-effects', above n.62, p. 33. 81 Davies, 'The process and side-effects', above n.62, p. 29. 82 
The Proportionality Test in the case of temporary provision of health care services
In cases where Member State rules target health care providers offering services temporarily in their territory, they have to take into account measures to which these providers are already subject in their home states. In order to lawfully maintain rules imposed on health care providers established in another Member State, the host state will have to provide -on a case-by-case basis -very good reasons to maintain a double regulatory burden. This means that the host Member State will have to demonstrate that the legislation of the Member State of establishment does not adequately protect the particular public interest objective. 83 The host Member State, for instance, will have to accept the quality standards and the quality checks performed in the Member State of establishment, provided that they guarantee equivalent protection. In the above-mentioned case where France required a business seat in France for biomedical analysis laboratories to obtain the necessary operating license and to be authorized to work under the French statutory health insurance, the Court concluded that it went beyond what is objectively necessary for the purpose of ensuring a high level of public health protection as required under Article 46 EC. 84 In response to the French Government's argument that the requirement allowed effective quality controls, the Court stated that the French authorities could instead require laboratories established in another Member State to prove that the controls carried out by the Member State in which they already have their place of business 'are no less strict than those applicable in France and monitor compliance with provisions which safeguard at least the same level of health protection as the French rules'. 85 The argument that, in the absence of EU-level harmonization or bilateral agreements, it is impossible for inspectors from one Member State to carry out on-the-spot checks with health care providers in other Member States was also raised in cases dealing with patients who sought reimbursement for treatment abroad. In the Stamatelaki case, the Greek national social security system 83 excluded all reimbursement of hospital treatment to Greek citizens provided by a private hospital in another Member State (in this case, the United Kingdom), with the exception of children under fourteen. The Greek Government argued that the exclusion was justifi ed, inter alia , by the fact that:
Greek social security institutions do not check the quality of treatment provided in private hospitals in another Member State and verifi cation as to whether hospitals with which an agreement has been entered into are able to provide appropriate -identical or equivalent -medical treatment [is lacking].
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The Court dismissed the argument by saying that private hospitals in other Member States are also subject to quality controls and that doctors established in those states who operate in those establishments provide professional guarantees equivalent to those of doctors established in Greece, by reference to EU-level legislation on mutual recognition of professional qualifi cations. 87 The argument that restrictions are justifi ed on the basis of the need to guarantee quality of health services as part of the protection of public health was already dismissed by the Court in the Kohll judgement, also referring to the EU-level framework concerning the mutual recognition of professional qualifi cations. 88 However, such an EU-level framework does not exist for quality standards and quality controls in hospitals. Nonetheless, the Court also applied the mutual recognition principle in the Stamatelaki case. 89 For the attainment of the 'protection of public health' objective, the Greek Government needed to rely upon checks by the Member State of the treating hospital. However, the imposition of mutual trust in the absence of minimum rules at EU level or bilateral agreements is not a self-evident solution. As a recent European study shows, there is a wide variation between and within Member States in the way and the extent to which they have implemented programmes to ensure quality of care. In particular, there is great diversity in the quality 86 of clinical care. 90 In its proposal for a health services directive, the European Commission included a provision imposing on Member States the responsibility to ensure quality and safety standards of health care, to redress this gap in EU law and to ensure quality standards to patients seeking care abroad. 91 Another important aspect of the Proportionality Test is to assess whether there are no other measures available to the host Member State that are less restrictive to the freedom to provide services. In the French case of biomedical analysis laboratories, the Court suggested a less restrictive alternative in proposing that France might impose its level of public health protection on laboratories established in another Member State but wishing to offer services to members of the national sickness insurance scheme through an authorization scheme rather than requiring an establishment in France. 92 Similarly, in the Stamatelaki case, the Court concluded that excluding reimbursement of any treatment in a foreign private hospital was a disproportionate measure, because less restrictive alternative measures were available, such as the implementation of a prior authorization scheme and, if appropriate, the determination of reimbursement scales for the cost of treatment. 93 Nevertheless, the Court seems to provide Member States with 'a clear means of restricting, or at least rationalizing, "exodus" from the national welfare system towards other Member States' facilities, through the use of a prior authorization procedure'. 94 In line with the Court's rulings in the cases on reimbursements of costs for medical treatment abroad, authorization procedures must, however, 'be based on objective, nondiscriminatory criteria which are known in advance'. 95 In assessing whether the host Member State should have relied upon a less restrictive measure in a particular case, the European Court of Justice often directly refers to the presence ( 95 See, for example, Case C-372/04, Watts , above n.13, para. 116. particular EU-level framework. In the Gräbner case, which dealt with the exercise of a particular medical profession in a Member State's territory, the Court recognized that:
[T]he decision of a Member State to restrict to a group of professionals with specifi c qualifi cations, such as qualifi ed doctors, the right to carry out medical diagnoses and prescribe treatments for illness or to alleviate physical or mental disorders may be considered to be a suitable means of achieving the objective of safeguarding public health. 96 Faced with the question of whether a Member State could then lawfully prohibit the exercise of a medical activity by those not qualifi ed as doctors -in casu , 'healers' -the Court concluded that this did 'not go beyond what is necessary to achieve the aim of safeguarding public health', 97 despite the fact that it could be argued that a less restrictive measure existed to safeguard public health. Deutsche Paracelsus Schulen submitted that the Austrian authorities could have made the exercise of the profession of ' Heilpraktiker ' subject to a certain period of practice or to an examination (of the knowledge and aptitude of the applicant) similar to that provided for by the German legislation. 98 The Court particularly referred to the fact that there was no defi nition at the EU level of activities that are restricted to persons with a doctor's qualifi cation. Even though it respected the host Member State's assessment of the public health risk linked to the performance of medical acts by people without a doctor's qualifi cation, it stressed nonetheless that this assessment was liable to change over time due to progress made on knowledge of methods and their effects on health. 99 The analysis of the Proportionality Test in the Court's case-law clearly shows that the mutual recognition principle is applied in a conditional manner. However, under its initial proposal for a services directive, the European Commission opted for automatic mutual recognition. 100 Service providers, including health care providers, would only be subject to the national provisions of their Member State of origin and this principle would apply to all requirements applicable to access to service activities as well to the exercise thereof, regardless 96 Case C-294/00, Deutsche Paracelsus Schulen , above n.39, para. 43. 97 Ibid ., para. 50. 98 Ibid ., para. 45. 99 Ibid ., paras. 48-9. 100 European Commission, 'Proposal for a Directive' above n.53, Article 16. of whether they fall within an area harmonized at the EU level and regardless of the legal fi eld to which they belong under national law. 101 At the same time, the European Commission included a detailed (limited) list of derogations to the country of origin principle for certain service activities and certain EU-level rules, including the ones on the recognition of professional qualifi cations.
102
Even though mutual recognition, as proposed by the European Commission, certainly drew inspiration from the Court's case-law, it clearly went signifi cantly further. Whereas, under the Court's caselaw, host Member State rules are only side-stepped in so far as their application would give rise to unjustifi ed restrictions to free movement, the Commission's proposal declared the mutual recognition principle to be unconditional, since it prevented the host Member State from continuing to rely upon restrictions to free movement that were not necessarily prohibited under EC Treaty rules. The European Commission introduced a specifi c procedure for Member States wishing to apply for an individual derogation to the country of origin principle on the basis of public order, public health and public safety. However, the Commission's list of grounds -referred to earlier -was more limited compared to the justifi cation grounds recognized by the Court.
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The introduction of the country of origin principle not only caused a legal debate, it prompted many health policy stakeholders to declare that the general application of the country of origin principle was incompatible with the provision of health care, which, by its nature, required a high level of regulatory intervention from the Member State in which the health care is provided. 104 The controversy surrounding the impact of 101 Ibid ., Articles 16 and 4(9), Juncto Recital 21. 102 Ibid ., Articles 17 and 18. 103 The fact that the Commission's proposal only provided very specifi c harmonized rules to ensure protection of the general interest -namely, in the fi eld of information duties for service providers, professional insurance and guarantees, information on the existence of after-sale guarantees and settlement of disputes ( ibid ., Articles 26-8 and Article 32) -also created a certain legal tension between the Commission's proposal and the EC Treaty.
As indicated above, a certain 'harmonizing' Community measure only replaces the relevant EC Treaty provisions as the only framework of judicial review provided that the Community rules deal with these aspects exhaustively. 104 The Proportionality Test in cases of permanent establishment of health service providers Instead of focusing on whether the host state has very good reasons to maintain a double regulatory burden, in cases of restrictions that are directed at health care providers operating in their territory through an establishment, the Proportionality Test focuses on whether the rule securing the attainment of the public interest objective is indeed a suitable measure for securing the attainment of a public interest objective or the least restrictive measure for free movement. As explained above, the Proportionality Test came into play only gradually, starting with Court cases on the national single practice rules. These rules prevented health professionals from maintaining their registration or practice in a Member State when wanting to establish themselves in another Member State. Even though the Court considered that these measures were indirectly discriminatory, it also applied a modest Proportionality Test by concluding that these rules could also raise obstacles to access to the profession that go beyond what is necessary for achieving the intended objectives, 106 that they applied more severely to foreign health professionals and that, hence, they were unduly restrictive. 107 It was only after the adoption of the Gebhard ruling 108 and the requirement to also scrutinize measures that applied without distinction to providers from abroad that a full Proportionality Test became common ground in the scrutiny of regulatory measures under Article 43 EC. Given the fact that health service providers moving to another state and setting up an establishment there could now challenge rules for which a specifi c crossborder element is lacking, the burden of proof that Member States face in showing that measures are not disproportionate is increasing.
The justifi cation process for national regulatory measures under Article 43 EC, even in the absence of a specifi c cross-border situation, bears a particular resemblance to the screening and mutual evaluation process in the much-discussed Services Directive. According to Article 15 of the Services Directive in particular, Member States have to screen their national legislation for the very existence of specifi c requirements that are deemed particularly restrictive for access to, and the exercise of, service activity and to verify whether these requirements are non-discriminatory, necessary and proportional. The list of these requirements includes quantitative and territorial restrictions, the obligation on a provider to take a specifi c legal form, price fi xing mechanisms, requirements fi xing a minimum amount of employees, requirements stipulating that an intermediary provider must allow access to certain specifi c services provided by other service-providers and an obligation on the provider to supply other specifi c services jointly with its service. Clearly, all these types of requirements play an important role in national and regional health policies, for example in planning facilities, setting tariffs, establishing care pathways, setting up referral systems and ensuring quality of care. Generally, Member States implement these requirements to safeguard accessibility, sustainability and quality of health care services and pharmacies in their territory. However, a systematic and pre-emptive screening of all regulation in health care was considered undesirable by many stakeholders, as it would lead to legal uncertainty; it could turn out to be diffi cult in some cases to suffi ciently substantiate certain measures and therefore could disrupt the consistency of the health system as a whole. 109 This was one of the main reasons why the inclusion of health services in the original Commission proposal was contested and fi nally led to health care being excluded.
Despite the removal of health services from the scope of the Services Directive, national regulatory measures on health care nonetheless remain subject to scrutiny under Article 43 EC provided that they are brought before a court that applies Article 43 EC. This could be either a national court (which could refer to the European Court of Justice under the preliminary ruling procedure) or the European Court of Justice, in actions brought by the Commission against a Member State for failure to fulfi l an obligation under the Treaty. 110 A clear example is Commission v. Germany , 111 where the implementation of a quota system based on the effective needs of care for psychotherapists wishing to practice under the German statutory sickness insurance scheme was declared to restrict the freedom of establishment. More particularly, the Court condemned the way transitional provisions in German law favoured psychotherapists who already had practised under the German statutory health insurance in a region of Germany in the past, as it failed to take into account comparable or similar professional experience in other Member States. 112 Even though in his Opinion the Advocate General considered the restriction to be justifi ed and proportionate to objectives of public interest -namely, on the one hand, the protection of established rights and the legitimate expectations of the practitioners already working under the German statutory health insurance and, on the other, the prevention of overcapacity and safeguarding a uniform supply of psychotherapeutic care to statutorily insured persons in Germany 113 -the Court found that the German Government failed to prove that extending the transitional provisions to psychotherapists with comparable activity under the statutory system of other Member States during the reference period would have jeopardized these objectives.
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Regulatory intervention in the fi eld of health care can also be found to be an unjustifi ed obstacle to the freedom of establishment because the measures that it involves are not appropriate for ensuring the attainment of a particular public interest objective. In the Hartlauer judgement, which concerned the refusal of the Wiener Landesregierung and Oberösterreichische Landesregierung to authorize a company (Hartlauer) to set up and operate independent outpatient dental clinics, the Court clarifi ed that this implies that the measure genuinely refl ects a concern to attain that objective in a consistent and systematic manner. 115 According to the Austrian legislation, a prior authorization scheme based on an assessment of the needs of the market was required for setting up and operating independent outpatient dental clinics, but not for setting up new group practices. Having clarifi ed that group practices may have comparable features, generally offer the same medical services and are subject to the same market conditions, the Court concluded that the prior authorization scheme could not have consistently and systematically pursued the public interest objectives involved. 116 Moreover, the fact that each of the involved Austrian provinces applied different criteria for the assessment of the existence of a need for the services of the new outpatient dental clinic led the Court to believe that the authorization scheme was not based on a condition adequately circumscribing the exercise of the national authorities' discretion and therefore was not a suitable means for attaining these objectives. These judgments indicate that Member States may not have that much margin to justify territorial and quantitative restrictions relating to health care activities (hospitals, clinic laboratories, pharmacies, etc.) under Article 43 EC. Moreover, qualitative restrictions imposed on health care providers, especially clinical biology laboratories, pharmacies and opticians, have increasingly come to the attention of the European Commission and the Court. In an earlier Greek case, the Court held that the prohibition on qualifi ed opticians from operating more than one optician's shop could be not be justifi ed, since less restrictive measures such as 'requiring the presence of qualifi ed, salaried opticians or associates in each optician's shop, rules concerning civil liability and rules requiring professional indemnity insurance' could equally achieve the objective of protecting public health. 117 The Court could apply the same reasoning in similar situations, such as the case of DocMorris , a jointstock company based in the Netherlands, which was authorized by the German Landesregierung of Saarland to take over and operate an existing pharmacy in Saarbrücken, even though it contradicted the Federal Law on Pharmacies, which contains a limitation in terms of the legal form a pharmacy should take.
118 While the Advocate General -in his Opinion on the DocMorris case -developed the 116 Ibid. , paras. 58-63. argument that there would not be fundamental differences between the sale of optical products in the Greek case, on the one hand, and the sale of medicines, on the other hand, 119 the Court did not share this reasoning and concluded that Germany had not exceeded the limits of its discretionary powers in the fi eld of health care by prescribing that only a qualifi ed pharmacist can possess and run a pharmacy. 120 The Court adopted the same reasoning in Commission v Italy concerning Italian legislation reserving the operation of pharmacies to qualifi ed pharmacists. 121 The European Commission also launched a series of infringement procedures against various other Member States -Austria, Germany and Spain -regarding their national legislation governing pharmacies. 122 In particular, these cases question the lawful character of national restrictions relating to the opening and running of pharmacies, such as discriminatory provisions for the purposes of obtaining a licence to operate a pharmacy, rules on the ownership of pharmacies, territorial planning, rules limiting the choice of legal form for a pharmacy and limitations on the number of pharmacies in a location based on the number of inhabitants and the minimum distance between them. 123 This list of requirements bears a particular resemblance to the requirements included in a European Commission report in 2004, which identifi ed a series of regulatory restrictions in the professional services, including pharmacies, which have the biggest potential to harm competition without being objectively justifi ed. 124 Apart from price fi xing and advertising regulations, the Commission also refers to entry requirements and reserved rights, regulations governing the business structure and multidisciplinary practices. Even though the report focused on the impact of EU competition rules on professional regulations, it is clear that these requirements also can be considered to be obstacles to the freedom of establishment and that national governments are increasingly likely to be invited to provide suffi cient justifi cation for maintaining these requirements in the public interest.
Health care and free movement: the policy challenge
A. National actors and the call for more legal certainty
Member States, health care regulators, public authorities and concerned stakeholder groups only became aware of what is at stake in a piecemeal way.
125 Indeed, to date, most of the Court's jurisprudence has addressed the issue of statutory reimbursement of health care provided in another Member State, which in itself is only a limited phenomenon with low fi nancial impact. Although extensive caselaw has clarifi ed the scope of Member States regulatory capacity in the case of patient mobility, 126 recent infringement procedures and pending cases address other regulatory aspects, triggered by health service providers wishing to move to other Member States to offer their services there. In fact, sometimes these complaints fi led with the European Commission are instigated by domestic competitors challenging measures that limit their freedom in the market. Increasingly, internal market rules have been discovered as a useful political argument to criticize the rigidity of health care systems and to argue in favour of market-oriented reforms, enhancing free choice and opening new markets. Commercial interest groups, including international hospital chains and pharmaceutical manufacturers and wholesalers supported by free market think tanks, are using free movement as an effective tool to foster for-profi t activities in the health sector. Health care systems and their governing bodies thus will increasingly 125 As expressed by Davies: 'precisely because obedience to the law is relatively low or at least often delayed, it becomes possible to sneak surprisingly radical principles into the case-law. By the time Member States realize their implications -because national authorities are at last beginning to apply them, or the ECJ is using them more often and widely -they have been around long enough to seem established.' Davies, 'The process and sideeffects', above n.62, p. 13. 126 See Chapter 12 in this volume. be challenged by external actors. 127 Member States' policies allowing more room for commercial providers can inadvertently spill over into other systems.
Member States have come a long way in acknowledging the applicability of related case-law to their respective health systems and to grasp its wider potential impact. The diversity of national health systems also means that free movement provisions affect Member States in very different ways. In addition, differences in the political composition of governments and in national approaches to the role of commercial actors in health care systems also lead to different positions. While some Member States have openly and proactively addressed the question of the EU-compatibility of their health systems and reforms, others have tended to disregard potential incompatibilities between their regulation and internal market rules, trying to 'hide' their legislation from EU institutions. 128 Within governments, the concerns of health ministers are not always shared either by their colleagues of other departments (such as economic affairs). Some policy departments, striving for increased economic growth, are in favour of supporting the export of health services. Such policies can be pushed by actors in the domestic health system hoping to benefi t from increased mobility. As a result, Member States, even if they all seem to voice a similar concern, do not necessary have the same motives when dealing with patient mobility and health care issues at the EU level.
There seems to be at least a shared concern among Member States' health sector authorities and policy-makers that the internal market rules may have adverse effects on the basic objectives of their systems. This is also why, in June 2006, the EU health ministers issued a common statement to emphasize the need to protect the values and principles that underpin the health systems of the EU and to ensure that EU integration supports these values and contributes to the important challenges that lie ahead in reconciling individual needs with available fi nances. 129 These concerns, which have also been voiced by social and professional organizations involved in health care, centre around 127 M. Ferrera, 130 only a few Member States went beyond the issue of patient mobility to point to the deregulating effect of provisions on free movement of services. 131 Although the Court's case-law allows for striking a balance between free movement, on the one hand, and the protection of public interest objectives, on the other, it does not provide legal certainty. It ultimately depends on the particular circumstances of each case whether a restrictive measure is actually considered necessary and reasonable under EC Treaty rules on free movement. Although political reactions after the fi rst Court rulings focused on the conditions for reimbursing care abroad and on the necessary preconditions to allow more fl exible patient mobility, the concern about the potential loss of steering capacity for health sector authorities and the call for legal certainty, not only for patients, but also for public authorities, was present from the outset. health care systems. Any EU legislative proposal will indeed entail the sharing of some powers over health care systems between the national and the EU levels. This explains why Member States, which are in principle in favour of an EU-level legislative initiative, tend to become reluctant once concrete proposals have to be discussed.
Spurred by the 'threat' of an all-encompassing screening exercise, as proposed by the Services Directive, Member States have shown some willingness to engage in the pragmatic approach of the High Level Group on Health Services and Medical Care (see below). After actively pushing for the exclusion of health services from the scope of the Services Directive, the Member States also accepted the alternative of a more adapted health services directive, which -as expressed under the German Presidency in 2007 -sought to provide a broad framework, not limited to patient mobility. 133 This position, to some extent, was inspired by an informal grouping of social democrat health ministers, involving infl uential Member States such as the United Kingdom, Germany and Spain. 134 This group suggested that a sector-specifi c directive could describe the common values and principles underpinning European health systems, outline their objectives, defi ne the different types of instruments public authorities use to properly manage their systems (such as planning, tariff setting mechanisms, authorization schemes for providers, etc.) and identify the conditions under which the use of these instruments would be in conformity with Treaty provisions. 135 The ideas of the 'Aachen group' were presented at an informal Health Council meeting in 2006 and Belgium attached this position in a 'non-paper' to its reply on the Commission consultation. 
B. Searching for policy responses at the EU level
Despite the growing awareness of the need to provide a more consistent and political solution to the problems created by the application of free movement rules to the health sector, and the pressure created by new judgments and infringement procedures, it has proven diffi cult to fi nd an adequate policy response to the developments described in this chapter. Member States' differing opinions and hesitant positions, as well as the complexity of the issues at stake, the lack of a clear legal basis in the Treaty to deal with these issues and an inherent inertia towards any fundamental changes to the rules of the game, certainly play an important role. But it is also true that not all of the stakeholders involved have the same concerns and objectives. Since 2002, several policy initiatives have been taken at the EU level in an attempt to clear the legal uncertainty and to alleviate the pressure on the regulatory powers of health authorities. Various processes have been led by different Directorates-General in the European Commission, refl ecting different approaches and objectives. However, it seems that, so far, none of these policy processes has succeeded in providing adequate answers to the issues at stake.
The horizontal (internal market) approach
As the guardian of the EC Treaty and instigator of Community legislation, the European Commission is one of the most important drivers in ensuring that territorial, quantitative and qualitative requirements in the fi eld of health care are not too restrictive in the context of free movement principles. Health services are explicitly mentioned in a Communication on the internal market as 'a new emerging sector where the benefi ts of the internal market have to be made tangible '. 137 More specifi cally, the Directorate-General for the Internal Market and Services (DG MARKT), whose central mission is to secure for the benefi t of the EU's citizens and businesses ever greater European market integration, monitors Member States' compliance with EU rules on free movement. This DG is inclined to deal with health services in the same way as other economic services. It is used to being confronted, in all economic sectors, by Member States and other actors trying to justify specifi c rules and approaches that are considered (by DG MARKT) to be protectionist and to hinder free movement. The DG is suspicious of any initiative that attempts to emphasize the specifi cities of health care services in their relation to free movement provisions or to defi ne health care as a service of general interest. Moreover, it lacks structural links with the public authorities responsible for funding and organizing health care systems. One way for DG MARKT to further a single market in services is the possibility of launching infringement procedures against Member States to force them to remove obstacles to the free movement of services and the freedom of establishment. The Commission could also take initiatives that go beyond infringement procedures in order to ensure the application of free movement rules in particular fi elds. This was suggested, for instance, in a recent study on regulatory restrictions on pharmacies. 138 This study suggests that reducing these barriers would not only enhance productivity in the EU but also lead to substantial social welfare increases, after which it concludes: '[t]here seems to be a need for further policy aimed at removing obstacles to the freedom of establishment in the fi eld of pharmacy services'. 139 In addition, in its report of July 2003 on the application of internal market rules to health services, DG MARKT concluded that the internal market in health services was not functioning satisfactorily and that different tools were being considered to ensure Member States' compliance with the Court's rulings, including the SOLVIT network 140 and the creation of an EU-level legal framework.
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Although launching infringement procedures are indeed a powerful tool to remove obstacles to free movement, at the same time it has its weaknesses and limitations, as it operates very slowly and in a piecemeal 138 information, accessibility and quality, as well as to enhance legal certainty over the application of internal market rules to health care.
This broad and consensual approach was much promoted by the Directorate-General for Health and Consumer Protection (DG SANCO), whose powers are intrinsically linked with Article 152 EC, allowing EU action to complement national policies and to encourage cooperation among Member States, provided that the responsibility of Member States to organize and deliver health services and medical care is respected. DG SANCO can be considered to be the EU counterpart of national health ministries and is thus more aware of their concerns about the impact of free movement rules. Given its responsibility with regard to consumer protection, it is also more inclined to look after the interests of the health care 'consumer' than the health care provider. Therefore, its approach is broader than just removing obstacles to free movement, and extends to ensuring that free movement can take place under conditions that are optimal for patients.
After the High Level Process -and as one of its outcomes -a High Level Group on Health Services and Medical Care (HLG) was created, with the aim of taking forward the recommendations to support European cooperation in the fi eld of health care and to monitor the impact of the EU on health care systems. This Group, consisting of senior offi cials of EU Member States and chaired by the European Commission, looked for pragmatic solutions to a range of specifi c issues, such as defi ning common guidelines for cross-border contracting, establishing better information sharing on health professionals and patient safety issues, and defi ning the role and criteria for European reference centres. One of the subgroups developed a methodology and practical tool for systematically assessing the impact of EU policy and legislative initiatives in various fi elds on health systems.
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Although the objectives of the High Level Process also included fi nding ways to reconcile national health policy with European obligations, the fi nal report did not introduce concrete proposals, but instead enumerated a full range of possible governance instruments, ranging from 'changing the Treaty' to 'initiatives by Member States and bilateral cooperation'. 147 It was suggested that these options could be considered in more depth once the fi nal text of the then Constitutional Treaty was approved, in the context of which the option of a new legal basis to legislate on services of general interest, including health services, was discussed. Besides the creation of the High Level Group as a 'permanent monitoring mechanism', the only other concrete element was the integration of health care into the draft Services Directive, which was adopted only a few weeks after the High Level Process ended, and which was later presented by the Commission as one of the outcomes of this Process, although it was never presented there nor discussed. 148 When the purely internal market approach of DG MARKT crashlanded with the removal of health care services from the Services Directive, DG SANCO took over to lead the process to develop a separate initiative in the area of health. 149 It started by organizing a broad consultation to fi nd out what the sector's expectations were and what a 'more adapted' proposal should look like. However, from the start, it was clear that DG SANCO aimed for a broader 'Community framework for safe, high quality and effi cient health services … reinforcing cooperation between Member States and providing certainty over the application of Community law to health services and healthcare'. addresses the question of what Member States should be responsible for in cross-border care -namely, to secure common principles, such as ensuring quality and safety standards, information, redress and liability, as well as privacy protection against unlawful processing of personal health data. Finally, the proposal sets a basis for cooperation between Member States on a range of aspects that would facilitate cross-border health care.
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While the consultation received a high level of response and was followed by a comprehensive impact and feasibility assessment, 152 the formal adoption of the proposal by the College of Commissioners was repeatedly postponed. This delay seems to refl ect important disagreements within the Commission, also fuelled by the fear that any new dissonance might jeopardize the ratifi cation process of the Lisbon Treaty or the reinstatement of the next EU Commission in 2009.
Despite the ambitious plans to develop an amended proposal that would include all dimensions of cross-border health care (patient mobility, provider mobility, service mobility) and that would 'also contribute to the wider challenges facing health systems, beyond the specifi c case of cross-border healthcare itself', the proposal mainly focuses on cross-border patient rights. The proposal does not provide any of the much needed legal certainty regarding how national health authorities can ensure the common values of their health systems, such as universality, equity and solidarity, without infringing free movement rules.
The generic (social services of general interest) approach As it seems that neither the horizontal nor the sectoral approach can produce the required guidance on how to strike a balance between free movement principles and Member States' regulatory intervention in health care, fi nal rescue perhaps may come from another DG, the Directorate-General for Employment, Social Affairs and Equal Opportunities (DG Social Affairs). This DG, whose mission it is to 151 contribute to the development of a modern, innovative and sustainable European Social Model, has traditionally played a leading role in the debate on the social dimension of the internal market. While, for more than forty years, through the EU regulatory framework on the coordination of social security systems for persons moving within the Community, 153 it was the uncontested guardian of EU citizens' access to health care outside the state of affi liation, its role has been increasingly challenged by Court rulings on patient mobility. After it failed to integrate the ambit of the rulings fully within the scope of the modernization process of EC Regulation 1408/71/EEC, DG Social Affairs only played a secondary role in the political process of dealing with the concrete consequences of the Court's case-law. However, when it comes to addressing the wider implications of applying internal market rules to health care, it could claim back its central role through its work in developing a generic framework for social services of general interest.
Health services are indeed also part of a broader framework of services of general interest, particularly social services of general interest (SSGI). 154 The concept of services of general economic interest refers to Article 86(2) EC, according to which service providers entrusted with a mission of general interest and engaging in economic activities can be partly or even completely exempt from competition rules if these rules are liable to hinder or render the task assigned to these providers impossible. Since EU competition rules pose very similar challenges to the organization and fi nancing of national health care systems to those challenges posed by free movement rules, the concept of services of general economic interest seems to be a valuable opportunity in the search for an appropriate EU legal framework.
In its 2004 White Paper on services of general interest, the European Commission stressed that the personal nature of many social and health services leads to requirements that are signifi cantly different from those in networked industries. 155 It favoured a 'systematic approach in order to identify and recognise the specifi c characteristics of social and health services of general interest and to clarify the framework in which they operate and can be modernised' and announced a Communication on SSGI, including health services. 156 Even though the publication of this Communication, due in 2005, was postponed to await the outcome of the debate on the Services Directive, after the exclusion of health services from that Directive, the Commission also excluded them from the scope of this Communication, claiming that a specifi c initiative would be taken in this area, which would also cover this wider aspect. 157 Even if the European Parliament, in its fi rst reading of the Services Directive, had advised separately that both health and social services should be excluded from the scope of the Directive, there was no real reason to lift health services out of the Communication. Although the Communication outlined the characteristics of SSGI and described specifi c problems they could encounter, these problems would defi nitely also apply to health, and in some instances, direct reference was made to health care. 158 In spite of the fact that the issues at stake are nearly identical for both sectors, the distinction between these two policy processes is also confi rmed in the Commission's most recent Communication on services of general interest, including SSGI, which was attached to its 2007 Communication on 'a single market for the 21st century'. 159 While this Communication does not really provide new elements, it mainly encourages Member States to endow services of general interest with a clear mandate through offi cial legislation and provides a further explanation on the applicable rules. The document leaves few hopes for securing the long-debated specifi c legislative framework for services of general interest (SGI), arguing that the Lisbon Treaty includes a protocol on services of general interest. 160 Instead, it opts for a pragmatic approach and intends to provide concrete solutions to concrete problems. One such solution was the launch of a web site providing information and answers to frequently asked questions on the application of EU law on SGI. 161 The fi rst two working documents deal with the rules on state aid and on public procurement with regard to SSGI. 162 Strikingly, these documents do explicitly deal with health care services. 163 In conclusion, even if it remains unclear as to whether the Commission intends to approach health services as services of general interest, 164 some may interpret the fact that the proposal for a new directive on health services is integrated into the new social agenda as an indication that the different processes in the future may at least become better aligned or even integrated.
Conclusions
This chapter focused on the impact of the fundamental principles of free provision of services and free establishment of service providers on health systems, as enshrined in Articles 49-50 EC and Article 43 of the EC Treaty. Besides the fact that all health systems are based on a common set of values and objectives -as was explicitly confi rmed by health ministers in their statement of June 2006 165 -they also share the common feature of requiring a high degree of regulation to implement these underpinning values and to organize health care that is safe, high quality and cost-effective for the whole population. However, public intervention in health care increasingly faces challenges from an EU perspective. While the European Court of Justice and the European Commission act as guardians over compliance with EC Treaty rules and are driven by the need to preserve nondiscrimination, free movement and choice, Member States, as well as other actors involved in the health sector, are more concerned about the potential crippling effect on their steering capacity over publiclyrun health systems.
In fact, the threshold for the application of rules on the free movement of services is relatively low. From the moment it is established that health care is an economic activity provided for remuneration, irrespective of whether it is funded publicly, any national measure that would deter or even prevent health care providers from offering their services, temporarily or more permanently, in another Member State -or, inversely, citizens from applying to these providers -would formally constitute an obstacle to free movement. In the case of providers temporarily providing services in another Member State, the fact that they would face a double regulatory burden is already likely to hinder free movement. Based on the principle of mutual recognition, Member States are invited to rely on each others' regulation and assessment to accept providers entering the market. But, even more so in the context of ensuring free establishment of providers, virtually any regulatory or institutional aspect that health care providers have to comply with to operate in the territory of a Member State or to work under its statutory health insurance could be challenged, even if at fi rst sight it would not be linked to cross-border situations. This can range from measures restricting the quantity of providers according to population size or catchment area, rules establishing norms of services of general interest. See European Commission, 'Proposal for a Directive', above n.91, Recital 4. 165 Conclusions of the Health Council, above n.129. on staff levels, pricing and quality, to more qualitative restrictions, such as rules on professional conduct and qualifi cation, ownership, or legal form. All of these rules include both individual health professionals and health care facilities such as hospitals, pharmacies and clinical laboratories, even if for the latter no specifi c EU framework for mutual recognition of qualifi cations and quality standards exists.
However, the application of free movement rules in the fi eld of health care is not unconditional. The EC Treaty provides the possibility to justify any measure hindering free movement if it proves to be necessary for protecting public health or another public interest objective, such as the health system's fi nancial sustainability. In several instances, the European Court of Justice has recognized the need for Member States to regulate health services and providers in order to preserve the public interest. As demonstrated in this chapter, the core of the justifi cation does not lie so much in the so-called 'necessity' test, identifying the public interest objective and proving that the targeted measure is necessary to preserve it, but rather in the 'proportionality' test, proving that the measure is an appropriate means for attaining the public interest objective, that it does not exceed what is necessary to attain this objective and that it cannot be achieved by a less restrictive measure. Member States face a relatively high burden of proof, as they need to provide suffi cient evidence showing that the non-application of a restrictive measure in a particular case would jeopardize the public interest objective. Not only is it diffi cult to demonstrate what would happen without the measure, this leaves little room to consider the measure in its wider context and assess its coherence within the broader regulatory framework, taking into account the role of public payers and purchasers.
For this reason, the introduction of a mutual evaluation process, as proposed in Article 15 of the Services Directive, to systematically screen national regulation of health services for unjustifi ed barriers to free movement of health services was deemed particularly risky and undermining for health systems' governance. Such a measure could lead to undesirable deregulation and force Member States to dramatically adjust the organization of their health care system, even partly retreating from it.
Being aware of this problem, policy-makers have been looking for ways to reconcile the individual right to free movement with the public objective of running an effi cient health system, guaranteeing citizens equal access to health care that is affordable, safe and of high quality, and that produces the best value for money. While Member States seem to be caught in the paradox that, in order to safeguard their steering capacity and autonomy, they would have to accept some EU interference in their health care systems, the European Commission seems neither willing nor able to provide guidance, as it is torn between different currents, refl ecting the different objectives and responsibilities of the respective Directorates-General. After the backlash on the inclusion of health care in the Services Directive, the Commission announced a new, fl exible proposal for health services. While the adoption of this proposal has been delayed because of internal division within the College of Commissioners and the fear that a renewed uprising would be detrimental at a critical time (the ratifi cation of the Lisbon Treaty and the ending of terms for both the European Commission and Parliament), the new proposal seems to essentially focus on establishing a framework for patients using cross-border care 166 and tries to carefully sidestep the more delicate question of clarifying the impact of EU rules on free movement on health systems at large.
Despite the fact that the Court has indeed demonstrated its awareness of important market failures occurring in health care and has accepted the need to regulate health services, a more consistent and less piecemeal solution is still needed, providing more certainty to health policy-makers. This could be done by making explicit what measures can be upheld, establishing a broader justifi cation test or even reversing the burden of proof. Given the similar problems related to the concept of services of general economic interest under Article 86(2) EC, a combined approach for health care should be considered.
